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DETAILED ACTION 
Status of Claims 

1. Claims 1-25 are pending. Claims 13-25 were previously withdrawn as non- 
elected subject matter. Claim 5 is currently amended by Applicant's response, filed 
10/16/2006. Claims 1-12 are under consideration. 

Claim Rejections - 35 USC § 112, 1 st Paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Scope of Enablement 

2. Claims 1-12 stand rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for a non-human animal model exhibiting prostate 
tissue damage characteristic of chronic nonbacterial prostatitis and a lower urinary tract 
disorder characteristically observed in chronic nonbacterial prostatitis wherein in the 
animal model is prepared by injection of hydrochloric acid (HCI), wherein the HCI 
concentration ranges from 0.1 N to 0.4 N, a method of using said nonbacterial prostatitis 
non-human animal model comprising administering a test substance and determining if 
it alleviates prostate tissue damage or lower urinary tract disorder symptoms, and a 
method of making said non-human prostatitis animal model comprising injecting HCI 
beneath the prostatic capsule wherein the HCI is between 0.1 N and 0.4 N, does not 
reasonably provide enablement for a nonbacterial prostatitis animal model produced 
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using any concentration of HCI. The specification does not enable any person skilled in 
the art to which it pertains, or with which it is most nearly connected, to make and/or use 
the invention commensurate in scope with these claims. 

Applicant traverses this rejection on the grounds that Applicants provide specific 
teachings and examples of how to prepare nonbacterial prostatitis animal models under 
several different HCI concentrations. One skilled in the art could simply follow the 
teachings and Examples of the specification to administer different HCI concentrations, 
and follow the teachings and Examples of the specification to evaluate the resultant 
effects in order to determine whether or not a particular HCI concentration yielded a 
suitable nonbacterial prostatitis animal model. The fact that one skilled in the art would 
have to perform one or more experiments in order to evaluate different HCI 
concentrations is insufficient to establish a lack of enablement. The fact that not all HCI 
concentrations may be suitable for establishing a suitable nonbacterial prostatitis animal 
model is insufficient to establish a lack of enablement. The facts must establish that the 
experimentation required to practice the full scope of the claims would be undue. No 
facts supporting such a conclusion are presently of record. Accordingly, the record 
does not support a holding that it would require undue experimentation to practice the 
full scope of the claims. 

Applicant's arguments are not found persuasive because they do not address the 
basis of the enablement. The specification and claims providing a specific a 
nonbacterial prostatitis animal model exhibiting a specific phenotype of a lower UTI 
disorder characteristically observed in human chronic nonbacterial prostatitis and that is 
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induced by injecting HCI beneath the prostatic capsule. As stated in the Non-Final 
rejection, mailed 7/14/2006, the specification teaches that the specific phenotype of the 
nonbacterial prostatitis animal model varies depending upon concentration of HCI 
administered (see p. 5). Therefore, also as previously discuss in the non-final rejection 
(see page 6), a concentration that is higher than the range of HCI taught by the 
specification will cause extensive tissue damage beyond the claimed phenotype of the 
animal model, and therefore the animal model will not have the specific phenotype of 
the claimed nonbacterial prostatitis animal model and therefore not be the same model 
as claimed. Similarly if a concentration of HCI that is lower than the range disclosed is 
used, the animal model will also not have the claimed phenotype and therefore not be 
the same animal as the claim animal model. 

So the basis of the rejection was not that it would be undue experimentation for 
an artisan to make or use non-bacterial prostatitis animal model as Applicant seems to 
suggest in their arguments is the basis of the rejection, but that the claimed, non- 
bacterial prostatitis animal model with the claimed phenotype can only be made by 
administering concentrations within the ranges of 0.1 N to 0.4N. Concentrations HCI 
outside of this range will result in an animal with a different phenotype, not embraced by 
the claims and not enablement by the specification. Therefore, the specification only 
enables the animal model previously disclosed in the scope of enablement and the 
rejection is maintained. 
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New Matter 

3. Claim 5 is rejected under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. 37 CFR 1.118 (a) states that "No 
amendment shall introduce new matter into the disclosure of an application after the 
filing date of the application". 

Amended claim 5 recites the range, "4 days to 1 week". However, the 
specification does not provide literal support for this recitation. This claim originally 
recited "about 4 days to about 1 week", and the specification makes recitations 
suggesting that some animal begin to show symptoms of prostatitis around 4 day after 
the injection and upwards of a week. However, nothing in the specification suggests 
that the symptoms will arise between the exact range or "4 days to 1 week" as is 
claimed. Therefore, the specification does not provide figurative support for this 
recitation as well. 

MPEP 2163.06 notes "If new matter is added to the claims, the examiner should 
reject the claims under 35 U.S.C. 112, first paragraph - written description requirement. 
In re Rasmussen, 650 F.2d 1212, 211 USPQ 323 (CCPA 1981)." MPEP 2163.02 
teaches that "Whenever the issue arises, the fundamental factual inquiry is whether a 
claim defines an invention that is clearly conveyed to those skilled in the art at the the 
time the application was filed. ..If a claim is amended to include subject matter, 
limitations, or terminology not present in the application as filed, involving a departure 
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from, addition to, or deletion from the disclosure of the application as filed, the examiner 
should conclude that the claimed subject matter is not described in that application. 
MPEP 2163.06 further notes "When an amendment is filed in reply to an objection or 
rejection based on 35 U.S.C. 112, first paragraph, a study of the entire application is 
often necessary to determine whether or not "new matter" is involved. Applicant should 
therefore specifically point out the support for any amendments made to the disclosure". 

Claim Rejections - 35 USC § 112, 2 nd Paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claim 5, rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 

failing to particularly point out and distinctly claim the subject matter which applicant 

regards as the invention, has been amended and no longer reads on the indefinite 

subject matter. Therefore, the rejection is withdrawn. 

Claim 5 was deemed indefinite for the use of the relative term "about" in 

reference to a measurement. The recitations of about in this claim have been deleted, 

therefore rendering the rejection moot. Therefore the rejection is withdrawn. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 

prior art under 35 U.S.C. 103(a). 

5. Claims 1-12 stand rejected under 35 U.S.C. 103(a) as being unpatentable over 
Lang et al (of record; 2000), Keetch et al (of record, 1994), Fulmer et al (of record; 
2000), Robinette (of record, 1988), and Royston D (Acta anaesthesiologica 
Scandinavica 30(7):abstract, 1986), in view of Goto (of record; 1988). 

Applicant traversed this rejection on the grounds that no combination of these 
teaches would lead one to the presently claim nonbacterial prostatitis model. Applicant 
argues that Lang et al does not teach a prostatitis model using HCI as claimed but uses 
DNBS to induce prostatitis. They also claim that Lang et al would teach away from 
using their methods because the methods of Lang et al result in high fatality rates. 
They argue that Fulmer, Robinette, and Keetch do not suggest the use of HCI for 
inducing prostatitis and that these references teach a requirement of specific 
inflammatory response-inducing agents for developing nonbacterial prostatitis animal 
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models, which teaches away from the more general inflammatory agent like HCI. They 
argue that Fulmer teaches the use of LPS, which is a model of bacterial prostatitis not 
nonbacterial prostatitis as claimed. They also the Robinette induces prostatitis by 
hormonal induction and Keetch induces prostatitis by injecting homogenates from 
prostates, which in both cases does not teach the use of HCI. They argue that Royston 
teaches inflammatory injury induced by HCI in the lung not prostates and therefore is 
not applicable and they also argue that Goto teaches a model of bacterial prostatitis not 
nonbacterial prostatitis as claimed because the HCI was administered followed by the 
administration of E. Coli and they also argue that the treatment to the vas deference 
with HCI only resulted in slight development of prostatitis and therefore is not suitable 
for a prostatitis model. 

These arguments have not been found persuasive for the following reasons. 

First, when considering the cited art of a 103 rejection, the different arts are 
meant to be considered on a whole for their teaching of obviousness of the claimed 
invention. Therefore, it is not required for each art to teach each limitation of the 
invention, but rather to demonstrate as a whole that the limitations of the claimed 
invention would have been made obvious by the art. Therefore, Applicants arguments 
suggesting that each of the arts do not teach specific embodiments of the invention are 
not found persuasive. 

Second, as previously stated in the Non-Final Rejection, mailed 7/14/2006, Lang 
et al taught three important concepts: a) nonbacterial prostatitis models were being 
produced by treating the prostate with non-specific inflammatory agents, such as DNBS 
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in ethanol that resulted in symptoms commonly known to nonbacterial prostatitis (p. 8 
last par), b) other chemical irritants can also be used to produce these non-specific 
prostate inflammation models as well (p. 9, lines 3-4), and c) because the etiology of 
abacterial prostatitis is unknown several other non-specific irritant that would induce 
idiopathic inflammation can and should be used to incite inflammatory responses 
leading to prostatitis. This last statement of c) also provided motivations to the use of 
other non-specific inflammatory irritants to produce nonbacterial prostatitis animal 
models. Applicant's arguments that Lang et al would teach away from using their 
methods because the methods of Lang et al result in high fatality rates is also not found 
persuasive because the important information provided by Lang et al is that 
nonbacterial models were produce even if there were fatalities. Furthermore, Lang et al 
teaches and even encourages the use of the other irritant in the same method to 
produce nonbacterial prostatitis to more effectively address the potentially multiple 
causes of this disorder. Therefore, this art does not teach away from the use of their 
method, but further encourages the use the method and broaden its uses to other 
irritants. 

Third, since Lang et al suggest using other irritants, Fulmer et al, Robinette et al, 
and Keetch et al were provided to the general teaching that in fact several other irritants 
have been used to produce nonbacterial prostatitis in the art. Applicant's arguments 
that these references teach of requirement of specific inflammatory response-inducing 
agents for developing nonbacterial prostatitis animal models and therefore teaches 
away from the more general inflammatory agent like HCI, is not found persuasive 



Application/Control Number: 10/533,013 Page 10 

Art Unit: 1632 

because the claims do not suggest a mechanism by which the irritant must work and 
again the art was provided to demonstrate that art provides several examples of the 
use of multiple irritants to make nonbacterial prostatitis models. Applicant's argument 
that Fulmer teaches the use of LPS, which is a model of bacterial prostatitis not 
nonbacterial prostatitis as claimed, is technically not correct: It is acknowledged artisan 
can use LPS as a model for bacterial prostatitis, however LPS is not a bacteria and 
therefore is does provide a nonbacterial model for prostatitis. Again, the purposes of 
providing the art of Fulmer was for its general teaching that other irritants are being 
used to produce nonbacterial prostatitis models as encouraged by Lang et al. 
Applicants argument that t Robinette induces prostatitis by hormonal induction and 
Keetch induces prostatitis by injecting homogenates from prostates, which in both cases 
does not teach the use of HCI, is also not persuasive because again the intention of the 
art was to demonstrate the multiple irritants are being used in the art to produce 
nonbacterial prostatitis models as encouraged by Lang et al. 

Fourth, Applicant's arguments that Royston et al is not applicable because in a 
model of nonbacterial lung inflammation is not found persuasive because Royston et al 
was provided as an art because it generally teaches that HCI was known in the art as a 
non-specific inflammatory irritant and has been used in the art to provide other 
nonspecific inflammation models, which also provided motivation to use it with other 
models for inflammation disorders, such as nonbacterial prostatitis. 

Fifth, Applicants arguments that Goto et al teaches a model of bacterial 
prostatitis not nonbacterial prostatitis as claimed because the HCI was administered 



Application/Control Number: 10/533,013 Page 11 

Art Unit: 1632 

followed by the administration of E. Coli and that the treatment to the vas deference with 
HCI only resulted in slight development of prostatitis and therefore is not suitable for a 
prostatitis model are not found persuasive because the art was provided to teach that 
HCI was being used to produce prostatitis models in the art and that the HCI as 
discussed in applicants arguments does provide for development of prostatitis even if 
the finding are that it is only slight prostatitis. The claims do not require a degree of 
prostatitis produced by administering HCI to the prostate. Therefore the fact that the 
prostatitis is only slight does not have patentable weight because it is not a claim 
limitation. 

Therefore because the Applicant's arguments are not found persuasive the 103 
rejection of record is maintained. 

6. No claims are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
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shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marcia S. Noble whose telephone number is (571) 272- 
5545. The examiner can normally be reached on M-F 9 to 5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Peter Paras can be reached on (571) 272-4517. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Marcia S. Noble 
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